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PROJECT MANAGER LABELING REVIEW

NDA: 20-521 .

SPONSOR::~ ~+ -~~~ -om', “Ings-vT T

DRUG: Infasurf {calfactant). .Intratracheal
- Suspen51on )

 PROJECT MANAGER: Denise P. Toyer

SUBMISSION DATE: June 17, 1998

Background

The Division_faxed comments pertaining to the physician insert

‘to ONY on June 3, 1998. .ONY submitted a .revised physician
package ingert on June 17, 1995. _

PRGN - rae O

Review -

v

The appIicaht accepted-all'of the Division's recommendations,
for the physician package insert, except for the following.

1. A comma should be added after the word "right' which can
be found on page three, in the Infasurf versus Survanta,
Treatment Trial, section. Line ten of this section
should read . . . four different positions (prone,
supine, right, and left lateral). . . :

2. A comma should be added after the word "right" which can
be found on page four, in the Infasurf versus Survanta,
Prophvlaxis Trial, section. Line five of this section
should read . . . four different positions (prone,
supine, right, and left lateral) . . .

3. The word "treated" was omitted in the Infasurf versus

Survanta, Prophylaxis Txial section. Line nine of the
second ‘paragraph should read . . . Infasurf and Survanta
when analyzed for all treated patlents and for evaluable

patients- e S
4. The word "a" was omitted in the WARNINGS section. Line

one of the third paragraph should read . . . Infasurf
therapy is not a. substltute for neonatal intensive .
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The modifications listed above should be included in the
action letter issued to the sponsor. -

s )

Denise P. Toyer,vPharm.D. . c\/aLg

Project Manager

cc:
Original NDA
HFD-570/Divisgion File -
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BAIRD RESEARCH PARK ]
©) 1576 SWEET HOME ROAD © AMHERST, NEW YORK 14228
& (716) 6368096 (800) 274-4669

NEW DRUG APPLICATION
NDA # 20-521
. ' s . INFASURE®: 0~ -. -7l =--°
Patent Information- T e
N .
. We certify that the Drug Product, Infasurf® /2rug Substance, Calf Lung Surfactant
. Extract (CLSE) Suspension and the method of preparing the Drug Product/Drug
Substance are not covered by a U.S. Patent.
m Z// : Z/ o/ 75~
Edmund A. Egan, ) ‘Date
President:. - ST TT
_ -Ony, Inc.
APPEARS THIS WAY )
. ON ORIGINAL
Y




EXCLUSIVITY SUMMARY FOR NDA § 20- 521 : ~-SUPPL #
Trade Name_ Infasurf - ‘Generic Name _ (calfactant)
Applicant Name _ ONY, In¢ - HFD # 570

Approval Date If Known

PART I IS AN EXCLUSIVITY DBTBRMINB?ION NEEDED?

1. 2An exclusivity determination-‘will be made for all original
applications, but only for certain supplements. Complete PARTS II
and III of this Exclusivity Summary only if you answer "yes" to one
or more of the following question about the submission.

a) Is it an original NDA? -
YES /_X / NO /___/

b) 1Is it an effectiveness supplement?

. > YES /___/ NO / X_/
If yes, what type? (SE1l, SE2, etc.)

c) Did it require the review of clinical data other than to
support a safety claim or change in labeling related to
safety? (If it required review only of biocavailability or
biocequivalence data, answer "no.")

_- | YES /_X_/ NO /__/

If your answer is "no" because you believe the study is a
bioavailability study and, therefore, not eligible for
exclusivity, EXPLAIN why it is a bioavailability study,
including your reasons for disagreeing with any arguments made
by the applicant that the study was not simply a
biocavailability study.

If it is a supplement requiring the review of cllnzcal data
but it is not an effectiveness supplement describe the change
or claim that is supported by ;he clinical data:

Form OGD-011347 Revised 8/7/95

d) Dpid the'applicant request eiclusivity?




-= - - YES /- / NO / X /
If the answer to-(d) is “yes," how many years of exclusivity
did the applicant request? _

IF YOU HAVE "ANSWERED ' *NO" “TO ALL OF "THE - ABOVE QUESTIONS, GO
DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.

2. Has a product with the same active ingredient(s), dosage form,

strength, -route ofuudministxa:ion+_and_doaing_schedulef—previously
been approved by FDA for the same use?

_YES /__/ NO / X/

If yes, NDA # . Drug Name

IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE
BLOCKS' ON PAGE 8.

3. 1Is this drug produc; or indication a DESI upgrade?
YES /__/ NO /_X_/

IF THE ANSWER TO QUESTION 3 IS "YES," GO DIRECTLY TO THE SIGNATURE
BLOCKS ON PAGE 8 (even if a study was required for the upgrade)

PAR'I' II PIVE-Y‘EAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES

(Answer either #1 or #2 as appropriate)
1. singlﬁ_a:Lixe_ingrﬁdisnx_nzndnga.

Has FDA previously approved under section 505 of the Act any drug
product containing the same active moiety as the drug under
consideration? .Answer "yes" if the active moiety (including other
esterified forms, salts, complexes, chelates or clathrates) has
been previously_ approved, but this particular form of the active
moiety, e.g., this particular ester or salt (including salts with
hydrogen or coordination bonding) or other non-covalent derivative
(such-as a complex, chelate, or clathrate) has not been approved.

Answer "no" if the compound requires wietdbolic conversion (other
than deesterification of an esterified form of the drug) to produce
an already approved active moiety.

: YES /__/ NO / X/

Page 2L




If *yes," identify the approved drug product(s) containing the
active moiety, and, -if known, the NDA #(s).

-

NDA#

© NDA#

NDA#

If the product contains more than ore active moiety(as defined in
Part II, #1).,-has FDA previously.approved-an application under
section 505 containing-any ene of the active moieties in the drug
product? If, for example, the combination contains one never-
before-approved active moiety and one previously approved active
moiety, answer “"yes." (An active:moiety-that is ‘marketed under an
OTC monography --but that was never approved: under an NDA, is
considered not previously approved.)

- . ¥es/_/ WO /X/

If "yes," identify the approved drug producﬁ(s) containing the
active moiety, and, if known, the NDA #(s).

NDA#

NDA#

NDA# -

IF THE ANSWER TO.QUESTION'i OR 2 UNDER PART II IS "NO," GO DIRECTLY.
TO THE SIGNATURE BLOCKS ON PAGE 8. IF "YES" GO TO PART III.

PART III THREE-YEAR EXCLUSIVITY FOR NDA'S AND SUPPLEMENTS

To qualify for  three years of exclusivity, an application or
supplement must contain "reports of new clinical investigations
(other than bicavailability studies) essential to the approval of
the application and conducted or sponsored by the applicant." This
section should be cornpleted only if the ,answer to PART II, Question
1l or 2 was "yes."

Page 3




1. Does the application contain reports of <clinical
investigations? (The Agency interprets "clinical investigations"”
to mean -investigations- conducted- on humans other than
bloavallabz.llty studies.) If the application contains clinical
investigations only by virtue of a right of reference to clinical
investigations in another appllcatlon, answer’""yes " then skip to
questidn’—‘B‘(a’T "7 If the answer to 3(a) is "yes" for any
investigation xeférred to in another . appllcata.on, ‘do not complete
remainder of summary for that_ 1nvestlgat10n T

JRERPRSY EEE R N

cm—— — e s c— e

T "~ T“YES *7’ “7'_ 'NO /_27

IF "NO, " GO‘DIRECTEY“TO‘THE”SIGNKTURE_EEDCKS ON PAGE™ B.

2. A clxnltai'—rnvestigatmri‘s_“ﬁ‘s'e‘n't"i_‘a‘l" ’tb‘“the‘""a’ﬁp?"o?‘a’I"“i‘f “the ™
Agency could not ~have approved the applicatich or- suppiement
without relying-on thatinvestigatiohn. This,; the 1nivestigation is’
not essential—to—the approval 1f 1) no cllnlcal“i"nvestlgatlon is
necessary to “support "the “supplemetit or” application in light of
previously approved ' applications~(iTe:, information other than
clinical trials; -such—as—biocavailability ‘data, ‘would be sufficient
to provide -a-basis-for-approval as am ANDA-or-505(b){2) application -
because -of -what -is—ealready—knownm—about—a —-previously approved -
product) , ‘or -2)—there-are -published reports-ofstudies (other than
those-conducted—-or--sponsored—by—the-applicant)--or-other-publicly
available data that independently would -have--been -sufficient to
support approval -of the  application; without reference to the
clinical investigation submitted in the application.

(a) In 1light of previously approved applications, is a
clinical investigation--{either conducted by the applicant or
available. from some.-other--source; -including--the published
literature).. necessary to support- approval of--the -application
or supplement" : e .

. .,__,_.._._y.gs_./_“ f ,Ng /, )

If "no," state the basis for your conclusion that a clinical
trial is not necessary for approval AND GO DIRECTLY TO-
SIGNATURE BLOCK ON PAGE 8.:.

(b) Did the_applicant submit -a “1ist of published studies
relevant to the safety and effectiveness of this drug product
and a statement that the publicly available data would not
independently support approval of the application? -

YES /__/ NO /___/

Page 4 .




(1) If the answer to 2(b) "is ""yes," do you personally
know of any reason to disagree with the applicant's
{ conclusion?- If not appllcable, answer NO.

YES/ / NO /___/

If yes, explain:

- - (2) If the answer to 2(b) is "no," are you aware of
published studies not conducted or sponsored by the
applicant or other publicly available data that could
independently demonstrate the safety and effectiveness of

. this drug product? -

- - TYES /__/  Wo /__/

If yes, explain:

»

(c) If the answers to (b) (1) and (b) (2) were both "no,*"
identify the <clinical investigations submitted in the
- application that are essential to the approval:

Studies comparing two products with the same ihgredient(s) are
considered to be bioavailability studies for the purpose of this
section.

3. In addition to being essential, investigations must be "new" to

© support exclusivity. The agency interprets “new clinical
investigation" to mean an investigation that 1) has not been relied

on by the agency to demonstrate the effectiveness of a previously

_ approved drug for any indication and 2) does not duplicate the
results of another investigation that was relied on by the agency

to demonstrate the effectiveness of g ‘previously approved drug

product, i.e., does not redemonstrate something the agency
considers to have been demonstrated in an already approved
appllcatlon i

C o Page 5.
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a) For each investigation identified as %essential to the
approval, " has-the investigation been relied on by the agency
to demonstrate the effectiveness of a previously approved drug
product? (If the investigation was relied on only to support
the safety of a previously approved drug, answer "no.")

Investigation #1 YES / / NO / /

Investigation #2 YES /___/ No /___/

If you have answered “"yes" for_ one or more investigations,
identify each such investigation and the NDA in which each was
relied upon:

b) For each investigation identified as "essential to the
approval", does the investigation duplicate the results of
another investigation that was relied on by the agency to
support the effectiveness of a previously approved drug
product?

Investigation #1 YES / / NO / /

Investigation #2 YES / / NO / /

If you have answerzd "yes" for one or more investigation,
identify the NDA ir which a similar investigation was relied

on:

c) If the answers to 3(a) and 3(b) are no, identify each "new"
investigation in the application or supplement that is
essential to the approval (i.e., the investigations lzsted in
#2(c), less any that are not "new"):

Page 6
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4. To be eligible for exclusivity, a new investigation that is
essential to:-approval must also have been conducted or sponsored by
the applicant. An investigation was- "conducted or sponsored by"
the applzcant if,  before_ or during the conduct of the
investigation, 1) the applicant was the sponsor of the IND named in
the form FDA 1571 filed with the Agency, or 2) the applicant (or
its predecessor in interest) provided substantial support for the
study. Ordinarily, substantial support will mean providing 50
percent or more of the cost of the study.

a) For each 1nvestlgatlon identified in response to-question
3(c):.if..the investigation was carried out under an IND, was
the appllcant 1dent1f1ed on the FDA 1571 as the sponsor?

Invgstlgatlon #1 !

IND $ - . YES-/ Y/

—_—— 1
H
:

Investlgatlon #2 B TR BRI

IND # vyes /) 1 w0/ Explain:

(b) For each investigation not carried out under an IND or for
which the appllcant was not identified as the sponsor, did the
applicant ‘certify that it.or the .applicant's predecessor in
interest provmded sabstantlal support for the study?

Investigation #1

YES /___/ Explain NO /__ / Explain

——

Investlgatlon #z

YES / / Explain NO /__ / Explain

St Gum tem Gem fem G Gat GO fum ban tam Sew bem G bem S

Page 7;




TTTE) T Notwlthstandlng “an —answer of 'yes"'to (a) or (b)' are

there other reasons to believe that the applicant should not
be credited with-having "conducted or sponsored" the study?
(Purchased studies may__not be used as the basis for
exclusivity. However, if all rights to the drug are purchased
(not _just - studies on the drug), the .applicant may be

" considered to have sponsored or conducted the studies

sponsored. or conducted by its predecessor in interest.)

1f yesv»eibiain:; o

/Sj J ""'Mﬁ

Signat B Date
Title:_figud VkﬁnA#V\

cC:

i/ S

Date

Original NDA Division File HFD-85 Mary Ann Holovac F

APPEARS THIS WAY
ON _om'émm
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e DRUG STUDIES IN PEDIATRIC PATIENTS -
(To be completed for all NME's recommended for approval)
TUNOA # 20-52/ - Trade (generic) names /NE4SURF (co ﬂwehﬂ

Check any of the following that apply- and explaln, as necessary, on the next
—-pages .- .

_ ~-~——,£ ~.t-——-A*prcposea claim in the araf't labeling is girecteu towara a specitic

tm—

2.

o’

-pediatric illness. Tne application contains adequate and well-

‘controlled studies in pediatric patients to support that claim.

The graft. lanellng 1ncluo°s peuiatrlc doszng informatlon that is not

—-phesec-en-aoequate- ano-weli-COREroLIBu-Stuaies—in-cnildren. Thne

4.

application contains a_rsguest unger zl LFR 210.58 or 314.1z6(c) for
warver of the requzremnnt at 21 CFR 201. b7(f) for A&WC studies in
chllaren. - Cem -

‘a. The application contains gata showing that the Tourse of the
— ... disease and the effects of the drug are surficiently similar
in agdults ang chiloren to permit extrapolation of tne ocata
from adults to chilaren. Tne waiver request should be
- granted ang a statemsnt. to tnat effect is includeo in the
© action letter.
p. Tne information incluoeo in the application ooes not
aosquately support the waiver request. Tne request should
--nOT D2 granteo ano 2 statemsnt to tnat erfect is incluoeo in
the action letter. (Lomplete ¢3 or #4 p=low as apcropriate.)

Pegiatric stuoies (e.g., oose-tinding, pnarmacokinetic, aoverse.
reaction, aosguate ano well-controllea for safety ano efticacy) snouliu
pe done after approval. Tne arug proouct has some potential for use
in cnilgren, tut there is no reason to expect early widespreag
peciatric use (because, for example, alternative urugs are availaple
or the conaition is uncommon in cnilaren).

a. Tne gpplicant nas committed to going such studies as will De
required. ;

(1) Stucies are ongoing.

(z) Protocols nave peen supmitted ano approvea.

(>) Protocols have Deen supmitteg ang are unger
review.

(4) If no protocol nas oeen suomittea, en the next
page explain tné status ot giscussions.

p. If tne sponsor is not willing to oo pecaatric stuaies,
attacn copies of FUA's written request that such studies oe
gone ang of the sponsor's written response to tnat request.

Pediatric studies do not need t0 be encouragec because Lhe nrug
proouct has little potential for use in chilaren.
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- ' : ' FAX: (212)750-9152
DIRECT LINE:

I

In compliance with Section 306(k) of the Federal Food, Drug and Cosmetic Act, we hereby
—- certify that Forest Laboratories, Inc. did not and will not use in any capacity the services of any
‘ person debarred under sub section 306(a) or (b) of the Act in connection with this application
(NDA #20-521) for lnfasurf® (Calf Lung Surfactant Extract) Intratracheal Suspension.

FOREST LABORATORIES, INC.

‘Michael M. Rosén, Ph.D.
Director of Regulatory Affairs

FOREST LABORATORIES, INC. 909 THIRD AVENUE NEW YORK, NY 10022-4731




BAIRD RESEARCH PARK
ON 'Y 1576 SWET HOME ROAD ¢ AMHERST, NEW YORK 14228
E (716) 6369096 (800) 2744669 -

TN

T T

In compliance with Section 306(k5 of the Federal Food, Drug and Cosmetic Act, we hereby
certify that Ony, Inc. did not and will not use.in any capacity the services of any person debarred
— under sub section 306(a) or (b) of the Act in connection with this application (NDA #20-521) for
- Infasurf® (Calf Lung Surfactant Extract) Intratracheal Suspension.

v

A - Edmund A. Egan, M. DV
~ _ President




American Medical Association
._';' N 515 North State Street
s @ Chicago, liinois 60610
UNMED SWESADOFTEDWES co&ncl. . - Teletax: 312-464-4184
RUTAFREMAMS..thD-M”‘R'J;h- soaomy T TmEEE T T e
(312) 464-4045 _ :
' .April 21, 1997
JJ-18
ONY, Inc. -
Baird Research Park .
- 1576 Sweet Home Road ~

"‘““"‘;MM ; ~ BEST POSSIBLE COPY

Dear Dr. Egan:

The USAN Couucﬁ l'na.. completed its evaluation of your September 3, 1996, request for a
nonproprietary name for Ony's:calf lung lavage extract trademarked Infasurf and being developed for the
prevention and treatmient of neonml faspu'atory distress syndrome (RDS).

( Your suggested hames,’ m calflung surfactant extract and (2) CLSE were rejected by thc Council
- because they are not construstéd in accordance with the USAN Nomenclature rules as published in the
USP Dictionary of USAN and Ifiterrational Drug Names. In place of your suggested terms, the USAN
Council selected and recmumwds ‘adoption of galfactant, Please evaluate this counterproposal. If it is
acceptable to Ony, we' shall forwerd the neme and pertinent background information to the WHO
Intemational Name Cammities for -nanproprietary name and trademark clearance. Please note that the
WHOConumaeec:mumyisnotpsmgmngmmestonm:ralmnctmesofﬁustypeandmllnotbc
formally selecting en thmiﬂNonpmpﬂetary Name for Infasuxf.

TheWHOmmw muﬂ}uqmm gpproximstely eight to twelve weeks. At the ead of this
time and in the absence of !my reported nomencliture problems, calfactant will be adopted as the USAN ;
for your substance. .

[ look forwn.réxo acoep‘wmoe Uf the name by Ony. Do not hwtatc to contact me if you have any
- questions, :

coreem s e ., Sincerely yours,

) /(2& Pt e

Ruis Freimanis, PharmD
Secretary, USAN Council

(

_ SPONSORS Amencan Medico! Anocimbn IAmencon Photmacouhool Association NU.6. Phurmocopdm Convention, Inc.
R=
98% 04-25-87 10:39AM PO0O03 $#34



(ON Y S lsﬁmsvm Houz m o AMHERST, NEW YORK 14228
E (116) oao-ootla 180Q) 274-4669

:ﬁ;—‘l

515 North Staw &t&t
Chicago, 0l 60610 '
Dear Secretary Fvéimmﬁr

ONY, Inc accopt the: ﬁemy name of calfactant for its calf lung
extract trademarked as Jnfaisir "you recommended in your April 21, 199’7 letter.

Thank yau for ymr nﬂﬂu.'

L APPEARS THIS WAY
. ON ORIGINAL
no "';-".‘“\"S-i’ PR _ 04-25-987 10:38AM
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- REQUEST FOR TRADEMARK REVIEW

To: ,Labeling and Nomenclature Committee
Attention:Dan Boring, Chair (HFD-530), 9201 Corporate Blvd, Room N461

From: Division of PulmdnarY'Drug Products HFD- 570

Attention: Mr. Dan Boring

| Phone: 827-2333

Date: May 9, 1996

Subject: Request'for Assessment of a Trademark for a Proposed New
) Drug Product

Proposed Trademark: Infasurf - - NDA# 20-521 _ -

Established name, including dosage form:

|| None available, suspension

Other trademarks by the same firm for companion products: NA

Indications for Use (may be a summary if proposed statement is
lengthy) : . '

Prevention and Treatment of respiratory distress.syndrome (RDS) in
premature infants and treatment (“rescue”) of newborn infants who

develop RDS.

Initial Comments from the submitter (concerns, observations, etc.):
A similar bovine-derived surfactant product, trade name Survanta, has
an established name of beractant. -

APPEARS THIS WAY
ON ORIGINAL

I

APPEARS THIS WAY
ON ORIGINAL




"« " SPECIFIC REGULATION(S) TO S UPPORT CHANGE OF APPLICATION (¢ g., Part JIl.70(b)Q)(iv))

. . ) Form Approved: OM B No. 0910-000].
DEPARTMENT OF HEALTH AND. HUMAN SERVLCES Expiragon Daw: December 31, 1995.
-=PU BLIC HEALTH SER VCE Sec OME Stakcmenton Page 3.
FOOD AND DRUG ADMINGS TRATON . FOR FDA USE ONLY
APPLICATION TO MARKET-A NEW DRUG FOR HUMAN USE | DATERECEIVED DATE FILED
OR AN ANTIBIOTIC DRUG FOR HUMAN- USE. - :
P —~1 DIVIS 1ON ASS IGNED NDA/ANDA NO. ASS.
(Tale 21, Code ofFederal Regulauons- 314) - :
NOTE: No applicaion may be filed unkess s compleied applicu\k;n form has been received (2 CFR Part 314).
F APPLICANT : ~ | pATEOF suBMI S ION
MAMEOFA July 21, 1997
ONY, Inc.
TELEPHONE NO. (hclude Area Code)
ADDRESS (Mumber. Sereet. City. Siaw and ZIP Code) 716-636~9096
Baird Research Park - * | NEW DRUG OR ANTIBIOTKC APPLICATION
1576 Sweet Home Road o NUMBER (fpreviowsly bsued)
I Amherst, New York 14228 — 20-521 -
- T —— P ——
- I'ESTABLIS HED NAME (c.g.. USPUSAN) PROPRIETARY NAME (fany)
1
calfactant _Infasurf
- | CODE NAME (fany) - CHEMICAL NAME
N/A
DOS AGE FORM © L mmenrs s e e ROUTE OF-ADMINE TRATION: . o oomomes —e mm e - A STRENGTHS(S)
Suspension Intratracheal i 35mg/ml
PROPOS ED INDICATIONS FOR USE

- Prevention of Respiratory Distress Syndrome in premature infants and treatment

("rescue') of newborn infants who develop RDS.

UST NUMBERS OF ALLINVES TIGATIONAL NEW DRUG APPUCATIONS (21 CFR Part 312). NEW DRUG OR ANTBIOTIC APPUZATIONS (21 CFR Part 314), AND MUG
MAS TER FILES (2] CFR 314.420) REFERRED TO IN THIS APPLICATION:

- As T INFORMATION ON APPLECATDN

TYPE OF APPLICATION (Check one)

O s SUBME SION B A FULLAPPLICATION (21 CFR 314.50) O ns susmss DN 5 ANABBREVIATEDAPPIIATDN (ANDA) 21 CFR 314.55)

IF AN ANDA, DENTIFY THE APPROVED DRUG PRODU(._FTHAT IS THE BAS IS FOR THE S UBMS S ION

NAME OF DRUG : - HOLBER OF APPROVED APPLICATION

TYPE SUBME S ION (Chcck one)

[ PRES UBMIS s ON {J AN AMENDMENT TO A PENDING APPLICATION O s UPPLEMENTALAPPLICATION
O ORIGINAL APPLICATION O RES UBMIS S ION : X other (see page 2)

PROPOS ED MARKETING S TATUS (Check one)

-1 K] APPUCATION FOR A PRESCRIPTON DRUG PRODUCT Rx) (3 APPLICATION FOR AN OVER - THE - COUNTER PRODUCT(OTC)

FORM FDA 356h (3/95) PREVIOUS EDITION IS OBSOLETE. ' Page 1




- APPENDIX B:

‘Material Safety Data Sheet

......
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: ( Mteris] Sufety Data Shest . ONY, Inc.
Infasurf® O - | |
Effective-Date: -10/21/96  Supersedes 09/0793 .. . " ""* C el

ONY, lor.eBaird Rescarch Park*157%6 SexeisHom: RoadeAmdenst, New York 14228+Tekephonc: (716)636-9096Fas: (166363942

PRODUCT IDENTIFICATION:

~"Synonyms: calf lung surfactant extract, CLSE, pulmonary surfactant
CAS No.: None

- Molecular Weight: Unknown
Chemical Formula: Unknown
Hazardous Ingredients: None

PRODUCT COMPOSITION:

Infasurf® contains natural .phospholipids, neutral lipids and_hydrophobic surfactant associated proteins
suspended in 0.9% sodium chloride.

..~ PRODUCT DESCRIPTION:

. Infasurf® (calf lung surfactant extract) Iniratracheal Suspension is a sterile, non-pyrogenic lung surfactant
- intended for intratracheal instillation only. It is an extract of natural surfactant from calf lungs.

- Infasurf is an off-white suspension of calf lung surfactant extract (CLSE) in 0.9% sodium chloride
solution. Each mL of Infasurf contains: 35 mg total phospholipids (including 19-28 mg/mL
phosphatidyicholine & 12-18 mg/mL of dissaturated phosphatidylcholine) and 0.55-0.80 mg/mL
surfactant proteins. It is supplied as a 6 mL (210 mg phospholipids) single use vial. ,

PRECAUTIONARY MEASURES:

~ ¢ Avoid contact with eyes.

EMERGENCY FIRST AID: -

- In case of eye contact, immediately flush eyes with plenty of water. Call a physician if irritation occurs.
SEE SECTION 5. :

- N AN




" | Material Safety Data Sheet

" Infasurf®
l._ Effective Date: 10/21/96  Supersedes 09/07/93

. ONY, Ic.

SECTION 1 - Physical Data - -.

Appearance: off-white, unstable aqueous suspension
Odor: no specific odor

Solubility: insoluble in water, very So-luble in chloroform and other orgaﬁib solvents

— Boiling Point: ~ 100°C (approximately that of water) -
- Melting Point: ~ 0°C (approximately that of water)
. Specific Gravity: 1.08
Vapor Pressure (mm Hg): No information found
Vapor Density (Air=1): No information found -
Evaporation Rate: No information found

ONY, trc.oBaind Rescarch Parke1576 Swect liome RandeAchersi, New York 14228+ Tedephont: (16)636-F096+Faz: 166363342

SECTION 2 - Fire and Explosion Information
Fire:
Not a fire hazard.
Cxplosion:
Not an explosion hazard.
”  Fire Extinguishing Media: .
: Use any means suitable for extinguishing surrounding fire.

SECTION 3 - Reactivity Data

Stability:

Stable under ordinary conditions of use and storage.
Hazardous Decomposition Products:

None. Oxidation products are CO, and H,0
Hazardous Polymerization: .

Will not occur. -

_ Incompatibilities:
No information found.

SECTION 4 - Leak/Spill Disposal Information

<" disposed of as normal, non-hazardous solid or liquid waste.

Spills: ) Wipe or mop up and container for disposal. Dispbsal: Contains no hazardous materials. May be

Dispose of container and unused contents in accordance with federal, state and local requirements.

-
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‘| Material Safery Data Shest | ONY, Ine.

O nfasurf® . ..o .
‘. Zffective Date: 10/21/96  Supersedes 09/07/93

[EREAY

" . ONY, trc.oBaird Rescarch Parke15% Swect Hime RoadeAmbonit, New York 14128+ Telephone: (T16)636.509Far: (716)636-3942

—

SECTION 5 - Health Hazard Information

A Exposure/Health Effects -
L Inhalation: - - - -
- None known. - -
Ingestion:
None known.
Skin Contact: _
Not expected to be a health hazard.
- _ Eye Contactr™ o
May cause irritation.
Chronic Exposure: -
No information found.
Aggravation of Pre-existing Conditions:
No information found.

B. First Aid
- Inhalation:
.- Get medical attention for any breathing difficulty.
' Ingestion:
- If large amounts were swallowed, get medical advice.
o Skin Exposure: :
- Wash exposed area with soap and water. Get medical advice if irritation develops.
Eye Exposure:
Wash thoroughly with running water. Get medical advice if irritation develops.

C. Toxicity ' -
None known. ~

SECTION 6 - Occupational Control Measures

None established.

SECTION 7 - Storage and Special Information

_.Keep in the container/closurc supplied until use, refrigerate at 2-8°C. Protect against light and physical
( umage. :

TONY, lnc. provides the information contained herein in good faith but makes no representation as to its comprehensiveness or sccuracy. This document is
iniended only as a guide to the appropria_lc precautionary handling of the matcrial by a properly trained person receiving this produc-f, Individuals using this
product are referred to the package inserl. This product is intended for usc only under the prescription and direction of a physician.

—- ' AN "2




Genent Healthcare Division - Baxter Heauncare Corporanon 708%201¢z-
One Parkway Nonn, Suie 100 Fax 7085:: :z3¢
Post Office Box 851 i
- Deerlieid: llunois 60015-0851

Baxter
Ju!"-xe, 1992
Dear Valued Qustcmer: o

misletterisinrespmsemya;rra:éntreqmstfornatarialsafétycata
Sheets (MSDS) an ane or more of the following Baxter Proccucts:

0.9% Scdium Chloride Irrigation, USP

0.9% Scdium Chloride Irrjection, USP- -

0.9% Scdium Chloride Inhalation, USP

0.45% Scdium Mhloride Imrjection, USP

0-45% Scdium Chloride Inhalation, USP*

Sterile Water for Ixrigation, .USP -
Sterile Water for Imjection, USP :
Sterile Water far Inhalation, USP

5% Injecticn, USP

Plasml R, A, 56, ard 148, Imjection

10 % Osmitrol in Water (Marmitol Imjection, USP)
lactated Ringer’s Injection, USP . :
lactated Ringer’s and 5% Dextrose Imjection, USP.

: ) 5% Dextrose ard Ringer’s Imjection

5% Dextruse 0.9% Scdium Chlaride Imjectien, USP
5% Dextrose 0.45% Sodium Chloride Inmjection, USP
5% Dextruse 0.2%3 Sodium Ghlaride Imjection, USP
20 mEy/L Potassium Chlarids in 5% Dextrose amd
~ 0.45% Scdium MMlaride Irrjection
10 mEy/L Potassium Chlorida in 5% Dextrose ard
. 0.45% Scdium Chloride Imrjection
0.25% Acetic Acid Irrigation, USP
3% Sorbitol Urvlogic Irrigating Solution
1.5% Glycine Irrigation, USP (Amincacetic Acid Irrigation)
Bacteriostatic Water far Imjection, USP, with Benzyl Alcohol
Bactericstatic Water far Injection, USP, with Parabens

These solution products are exempt from OSHA Bazard Commmication ’
Stardards becaiise they contain po hazardous ingredients. The information
sent‘gntbtbeprcductjnthefcmofpadagenseztsam/drpmduct-
Iabeling provides data on ingredients, hazards associated with use, amd
hardling precautions. In most cases, this infermation is more detailed
than required an a Standard Material Safety Data Sheet.

. If we may be of further assistance, o not hesitate to caxrtact custamer
service at {(800) 635~6021 ar (800) 423-2311. -

5i Y,

emn Balasky _
Quality Assurance Manager
Baxter General Healthcare Divisien



MATERIAL SAFETY DATA SHEET:-
SODIUM CHLORIDE

Effcctive Date: 08-08-86 Supersedes 08-07-85
A Dmasion of Mnﬂr\(tmdl Boker, Inc. « 222 Red Sctwool Lane « Mulkpsiura ] 0886Y « Tdephone: (908) BS9-2181 ofax: (308) 859.9318
Emergency Phone: 908.859.2151 « CHEMTREC: 202.483-7616 « CANUTEC: 613.996-6666

ALLINCKRODT

PRODUCT IDENTFICATION - ;

SynonymS' Salt

CAS No.: 7647-14-5

Molecular Weight: 58.44

Chemical Formula: NaCl

Hazardous Engredients: Sodium chloride

PRECAUTIONARY MEASURES:
WARNING! CAUSES EYE IRRITATION. i}

¢ Avoid conta—ct with eyes.
¢ Wash thoroughly alter handling.

EMERGENCY FIRST AID:

In case of eye contact, immediately flush eyes with plenty of water for at least 15 minutes. Call
a physician. SEE SECTION 5.

" SECTION 1 - Physical Data

Appearance: White crystalline.

Odor: Odorless.

Solubility: 36g/100cc water @ 20 C (68 F)

Boiling Point: 1413 C (2575 F)

Melting Point: 801 C (1474 F) -
Specific Gravity: 2.16

Vapor Pressure (mm Hg): 1.0 @ 865 C (1589 F)
Vapor Density (Air=1):-No information found.
Evaporation Rate: No inlormation found.

SECTION 2 - Fue and Explosion Informatlon

Fire:
Not considered to be a fire hazard.
Explosion:
Not considered to ‘be an explosion hazard.
Fire Extinguishing Mediar _
Use any means suitable for extinguishing surrounding fire.
Special Information:

End of Page: . 1 - Continued on next page 1996-10-18 af 15:09




M ALLINCKRODT

SODIUM CHLORIDE

Effcctive Datc: 08-08-86 Supersedes 08-07-85
A Division of Maliiackrodt Bsker, Inc. « 222 Red Schoot Lane + Phillosbura. NI 03865 « Telephone: (908) 859-2131 « Fax: (908) 859.9318
Emergency Phone: 908-859- 2151 ® CHEMTREC: 202-483.7616 ® CANUTEC: 61 3-996-6666

In the event of a fme, wear full protective clothmg and NIOSH-approved self-contained
breathing apparatus with full facepiece operated in the pressure demand or other .
positive pressure mode.

SECTION 3 - Reactivity Data

Stability:
Stable under ordmary conditions of use and storage.

Hazardous Decomposition Products:
When heated to above 801 C (1474 F) it emits toxic fumes of chloride and sodium
oxide.
-, ‘Hazardous Polymerizafion:
- Will not occur.
Incompatibilities:
Lithium, bromide mﬂuonde

SECTION 4 - Leak/Spill Disposal Information

Spills: Sweep up and containerize for reclamation or disposal. Vacuuming or wet sweeping may
> - be used to avoid dust dispersal. Disposal: Whatever cannot be saved for reclamation may be

delivered to an approved waste disposal facility, or if local ordinances allow, can be dissolved in

sufficient amounts of _water to meet water quality standards, and flushed down a sewer drain.

"~ Dispose of container and unused contents in accordance with federal, state, and local
requirements.

SECTION 5 - Health Hazard Information

A. Exposure/Health Effects
Inhalation: - _ -
Inhalation of dust may cause mild irrilation to mucoys’ Jnembranes, nose and throat.
Symptoms may include coughing, dryness, and sore throat.
Ingestion: -
Very large doses can cause vomiting, diarthea, and prostration. Dehydration and
- - congestion accur in most internal organs. Hypertonic salt solutions can produc.e violent
inflammatory reacuons in the gastrointestinal tract.
Skin Contact:
° : Not expected to be a health hazard.
( Eye Contact:
May cause lmtauon
- Chronic Exposure: ' _
No information found. . :

End of Page:. 2 - Continued on next page 1996-1'0-18 at 15:09
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1\;4 ALLINCKRODT

SODIUM CHLORIDE

Effective Date: 08-08- 86 Supersedes 08-07-85
A Division of Mallinckrodl Baker, Inc. « 222 Red School Lane « Philipsbura. Nj 08863 « Telephane: (908) 839-2151 « Fox: (908) 859.9318

- Emergency Phone: 908-859-2151 ¢ CHEMTREC 202-483-7616 @ CANUIEC 613-.996.6666

Aggravation of Pre-existing Condltwns _ R
No information found.

B. FIRST AID

Inhalation:
Remove to fresh air. Get medical attention for any breathing difficulty.
Ingestion: -
If large amounts were swallowed, get medical advice. '

Skin Exposure: 3 :
‘Wash exposed area with soap and water. Get medical advice if irritation develops.

Eye Exposure:
Wash lhoroughly thh runmng water. Get medical advice il irritation develops.

ER o B

C. TOXICITY (RTECS; 1986) 777 77"

Oral rat LD50: 3000 mg/kg. Reprbduélive effects cited. -

v

SECTION 6 - Occupational Control Measures

Airborne Exposure Limits:
None established.

Ventilation System _.
In general, dilution ventilation is a sa{isfactory health hazard control for this substance

However, il conditions of use create discomfort to the worker, a local exhaust system

o should be considered.

Personal Respirators: (NIOSH Approved)
For conditions of use where exposure to the dust is apparent, a dust/mist respirator may

be wom For emergencies or instances where the exposure levels are not known, use a
positive-pressure, air-supplied respirator. WARNING: Air-purifying respirators do not
protect workers in oxygen-delicient atmospheres.

Skin Protection: )
Wear protective gloves and clean body-covering clothing.

Eye Protection:
Use chemical safeiy goggles. Maintain eye wash fountain and quick-drench Iaulmcs in

work area. :
.ot -

SECTION 7 - Storage and Special lnformation

Keep in a tightly closed container, stored in a ccol, dry, venulaled area. Protect against
"physical damage.

- Mallinckrodt Baker provides the information contained herein in good fith but mskes no representation as to jts -

. compreheasiveness or accuracy. This document is intended only as o guide to the appropriate precautionary haadling of the

End of Page: 3 - Continued on next page 1996-10-18 af 15:09




MATERIAL SAFETY DATA SHEET -

SODIUM CHLORIDE

Effcctive Date: 08-08-86 Supersedes 08-07- -85
A Division of Maliinckrodt Baker, inc. « 222 Red School Lane « Mhilipsbura NI 08865 « Telenhane: (908) BS9-2151 « fax: (908) 8599318
: Emergency Phone:/908.852.2151 @ CHEMTREC: 202483.7616 @ CANUTEC: 61 3.996-6666

M ALLINCKRODT

material by a prvperly trained pemn unng Ihls product lndmﬁnls wocwmg lhe |nformut|on must exercise their independent
judgment in determining its appropriatcaess for ‘2 pucticular purpase. MALLINCKRODT BAKER MAKES NO REPRESENTATIONS,
OR WARRANTIES, FITHER EXPRESS OR IMPLIED, INCLUDING WITHOUT LIMITATION ANY WARRANTIES OF .
MERCHANTABILITY, OR.FIINESS. FOR-A -PARTICULAR PURPOSE WITH RESPECT FO THE INFORMATION SET FORTH
HEREIN OR THE PRODUCT TO WHICH .THE INPORMATION REFERS. ACCORDINGLY, MALIINCKRODT BAKER WILL NOT
BE RESPONSIBLE FOR DAMAGES RBULTING IFROM USE OF OR RHIANCE UPON THIS INFORMATION.

— ° Addendum to Matenal Safety Data Sheet -

REGULATORY" STATUS Jew el

- ' ] Hazard Categories for SARA
- : Section 311/312 Reporting

.Acute Chronic . .Fire - Pressure Reactive
N =
- i SARA Sec. 313
- . SARA EHS Chemicals CERCLA RCRA
Product or Components Sec. 302 Name ~ Chemical Sec.103  Sec.
- of Product: B R{: TPQ List Category RQ 1bs 261.3
g SODIUM CHLORIDE . )
(7647-14-5) No No No _ No - No No

SARA Section 302 EHS RQ:
Reportable Quanmy of thremely Hazardous Substance, listed at 40 CFR 355
- SARA Section 302 EHS TPQ:
Threshold Planning Quantity of Extremely Hazardous Substance. An asterisk (% following
a Threshold Planning Quantity signifies that if the-material is a solid and has a particle
size equal to or larger than 100 rrucrometers the Threshold Planning Quantity = 10,000
LBS.
SARA Section 313 Chemicals: -
- - Toxic Substances subject to annual release reporting requirements listed at 40 CFR

372.65.
: CERLCA Sec. 103:
(' . Comprehensive Environmental Response, Compensation and Liability Act (Superfund)
Releases to air, land or water of these hazardous substances which exceed the Reportable
- Quantity (RQ) must be reported to the National Response Center, (800-424- 8802) Listed

- at 40 CFR 3024

End of Page: 4 - Continued on next page 199G-10-18 af 15:09
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BV ALLINCKRODT

SODIUM[ CHLORIDE
Eficctive Date: 08-08-86 Supersedes 08-07-85 :
A Dwu-on of Malnetrodl Baker, Inc. « 222 Red School Lene » Milinsturq HI 02265 « Telephane: (P08 E39.2181 < fax 1908) 859.9318

Pl e e e e Emergenty Phone: 908.859-2151 @ CHEMTREC: 202.483-7616 ® CANUTEC: 613-996.6666

e —

RCRA: - T
Resource Conservation and Recovery Act. Commenclal chemical product wastes
- designated as acute hazards.er toxic: under -40-CFR: 261.33 Lac
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- APPENDIX C:

Emission Permit Table




! /\'
1 ¥ )
| { b i
b EMISSION PERMIT TABLE e

|' Lk Permits for ONY,; New York Facility i

Emission - - Authdrizing Agency Permit # i 1B E:xpirat_ioi‘\ Date
Air

:‘_ New York: State Department of 1422 001066 00001 Wi of 1 © ‘3ig/99
e Environmemtal Conservation 1422 001066 00002 WI *| 1, & [3/18/99 i =
ot o 1422 001066 00003 WI il 318/99 i
R i - ] €y B N S :
Waste Water - Town of Amﬁer#t Sewer Department * Not Required

JRFSNN

|

i NJALST,
1 * - :1 . L )
L)

Regulateti Waste ! ‘ Environmehtal;?rbtection Agency EPA ID #.

: R NY0000075754




